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Fort Worth, Texas 76134

Dear Mr Sear:

The Center for t)cviccs and Radiological Health (CDRH) of the Food and Drug
Administration (FDA) has reviewed some recent promotional ma[erial distributed by an
Alcon Laboratories (Alcon) sales representative. The material makes inappropriate
claims for Alcon’s Acrysofintraocular lenses. The lenses are devices within the meaning
of section 20 l(h) of the Federal Food, Drug and Cosme[ic Act (the Act).

The promotions! ma[crial consists ofa Ict[cr, signed by~ ~, and some graphs.

‘Ille materials were distributed to at Icast onc physician in the Buffalo, Ncw York area II
is poss Iblc [Ilat others of your sales force arc distributing similar materials The Icttcr
spcci!ically a[ issue says, ‘“WCa[ Alcon Labora[orics arc very cxci[cd and pleased that
I-he I;l)..l [sic] has given us permission to change our labeling on our Acrysof Lens
l’ackage lnscr-t. Wc have been able to demonstrate over a three-year period, [sic]
sclcn[ifrcally (hat Acrysoflenses do rcducc posterior capsular opaciilca[ion “

The Ic[tcr continues, “WC have anccdotally discussed this, however the cncloscd study
and package inscr-t demonstrates (sic] this outcome, This is a miles[one for Alcon as
this is the very first claim that any manufacturer can make towards PCO.”

These sta[emcnts have misbranded and adulterated your lenses wi[hin the meanings of
sec[ions 502(0) and 50 I(f)( 1)(B), respectively, of the Act. The lenses are misbranded
because the company did not submit to FDA a notice or other information respecting the
device as required by section 5 10(k) of the Act. The company did not submit data to
support [he claims made in the promotional material.

The device is adulterated because it is a class 111device without either an t pproved
premarket approval application (PMA) in effect as required by section 515 of the Act or
an approved investigational device exemption as required by sec[ion 520(g) of the Act.

We have been advised by CDRH’S Offtce of Device Evaluation (ODE) that in AlCon’s
discussions wi(h the agency about the approval of additional claims for the Acrysof [ens
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labeling, ODE explicitly advised Alcon that the additions were limited to claims

regarding the utility ofthc Icns in reducing lens epithclial cells. ODE advised the
company that a claim for reduction of posterior capsule opacification (PCO) exceeded
what the company had studied and that FDA would want any claim ofreduc[ion in PCO
to be evaluated by the Ophthalmic Devices Panel. The company committed [o making
claims only for the reduction in lens epithelial cells,

There are several pages of promotional material that include graphs and bibliographic
references. These materials are entitled, “New ACRYSOF Labeling Claims Approved by
FDA” and are dated November 2, 1998, These materials also contain numerous
inappropriate claims. The first is the following: “Area of Opacification significantly
lower than silicone and PMMA lenses” followed immediately by “Posterior capsular
opacificat ion is one of the last obstacles to truly successful cataract surgery.” The
juxtaposition of these implies that the area of opacification is the area of posterior capsule
opacifica[ion, not the area of Icns epithelial cells, As noted above, Alcon’s studies
showed a reduction in the area of Icns cpithclial cells, not a reduction of PCO

In addition, ODE asked Alcon to include the n numbers in the company’s data
prcscnta[ion to show [he relatively small number of patients for whom s[atis[ical
significance was obtained and that number is not present in the promotional ma[crial.
ODE also asked the company to include in its labeling the range ofvalucs obtained, but
[his information is also not in [he materials.

l-he promotional Ina[erials itlso include a sta[cmcn[ that, “LEC regression occurred
signific3rl[ly more frcqucn(ly in pa(icn(s implan(cd with polyacrylic (Acrysol) [Iron [hose
\\’i[ll l)hl\l A or Silicone [()[. s (p<() ()()()1)“ This s[a[cmcn[ and (IIC da[a [ablcs [ha( follow
it are inappropriate bccausc da[a on LEC progression and regression were no[ rcvicwcd
or appro~+cd by FDA,

“1’hcpromotional ma[crials include a sta[cmcnt (hat, “studies show Silicone and PMMA
rcsul[ in higher YAG rates (ban ACRYSOF IOLS “ ODE required Alcon [o s[atc in i[s
Iabcling that there was not a statistically significant difference in YAG rates bctwccn
Acrysofand silicone IOLS. ODE required that the company not say that there was a
higher rate of YAG for silicone compared with the rate for Acrysof

Finally, [he promotional piccc contains claims for ‘“reduced risk of 10L dcccntration and
capsular phimosis, ” These claims were not included in the approved labeling. ODE
allowed a statement that, “. .thc rcduccd area of lens epithelial cells observed in this
study was associated with dccreascd. anterior capsule movement for AC RYSOF lenses
as compared to models of similarly designed silicone and PMMA lenses. ” Alcon did not
demonstrate the relationship between reduced ant :rior capsule movement and IOL
decen[ration and capsular phimosis.

As provided at 2 I CFR 814.39, aller FDA approval of a PM& an applicant shall submit a
PMA supplement for review and approval by FDA before making a change affecting the
safety or effectiveness of the dcvicc for which the applicant has an approved PMA,



unless (he change is ofa type for which FDA allows an alternative submission. Changes

requiring a PMA supplement include new indications for use and labeling changes. The

claims made in this promotional piece require labeling changes.

This letter is not in[ended 10 be an all-inclusive list of deficiencies associated with your

device, It is your responsibility to ensure adherence to each requirement of the Act and

regulations, The specific violations noted in this letter may also be reflected in other

promo[ion and advertising materials used by your company. You are responsible for

investigating and reviewing all materials to ensure compliance with applicable
regulations.

You should take prompt action to correct these violations. Failure to promptly correct
these violations may result in FDA’s initiating regulatory action without further notice
These actions include, but are not limited to, seizure, injunction and/or civil money
penalties

Please notify [his office in wri[ing, within 15 working days of your receipt of this Ic[ter,
ofthc specific steps you have taken to correct the noted violations Your response should
include s(cps being taken to address any misleading information currently in the
marketplace and to prcvcn[ similar violations in the future lfcomcctivc actions cannot
be completed within 15 working days, state the reason for [he delay and the [ime within
which [hc corrections will bc complctcd.

in ~ddil ion (o tllc violations dcscribcd above, AIcon has made o[hcr violative promotional
claims On Oc[ohcr- 28, 1998, our offlcc issued a Ic[[cr to Alcon discussing violative

cl~ims on [Ilc company’s wcbsite Wc rcccivcd a Uni[cd States f)oslal Scrvicc return
rcccipt card notifying us (hat the letter was rcccivcd at Alcon on November 2 The
company has, (o date, failed to respond to that letter and the wcbsitc continues [o make
(hc inappropriate claims I’[case include in your response to the warning Ic[tcr a

discussion of IIow you intend [O address the issues raised in [hc Oc[obcr 28 Ict[cr

Direct your response to C)cborah Wolf, Regulatory Counsel, Promotion and Advcr-tising
Policy S[aff(HFZ-302), Ofllce of Compliance, Center for Devices and Radiological

I+calth, 2098 Gaithcr Road, Rockville, Maryland 20850
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A copy of this letter is being sent to FDA’s Dallas District OffIcc. Please send a ccIpy of
your response to the District Director, Dallas District Ofllce, Food and DIUg

Administration (HFR-SW140), 3310 Live Oak Street, Dallas, Texas 7S204.

Sincerely yours,

Lill~an Gill /

Director
OffIce of Compliance
Cen[er for Devices and

Radiological Health


